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21 CFR Ch. I (4–1–14 Edition) § 814.40 

EFFECTIVE DATE NOTE: At 79 FR 1740, Jan. 
10, 2014, § 814.39 was amended by redesig-
nating paragraph (c) as (c)(1) and adding 
paragraph (c)(2), effective Apr. 10, 2014. For 
the convenience of the user, the added text is 
set forth as follows: 

§ 814.39 PMA supplements. 

* * * * * 

(c) * * * 
(2) The supplement must include the fol-

lowing information: 
(i) Information concerning pediatric uses 

as required under § 814.20(b)(13). 
(ii) If information concerning the device 

that is the subject of the supplement was 
previously submitted under § 814.20(b)(13) or 
under this section in a previous supplement, 
that information may be included by ref-
erencing a previous application or submis-
sion that contains the information. However, 
if additional information required under 
§ 814.20(b)(13) has become readily available to 
the applicant since the previous submission, 
the applicant must submit that information 
as part of the supplement. 

* * * * * 

Subpart C—FDA Action on a PMA 
§ 814.40 Time frames for reviewing a 

PMA. 
Within 180 days after receipt of an 

application that is accepted for filing 
and to which the applicant does not 
submit a major amendment, FDA will 
review the PMA and, after receiving 
the report and recommendation of the 
appropriate FDA advisory committee, 
send the applicant an approval order 
under § 814.44(d), an approvable letter 
under § 814.44(e), a not approvable letter 
under § 814.44(f), or an order denying ap-
proval under § 814.45. The approvable 
letter and the not approvable letter 
will provide an opportunity for the ap-
plicant to amend or withdraw the ap-
plication, or to consider the letter to 
be a denial of approval of the PMA 
under § 814.45 and to request adminis-
trative review under section 515 (d)(3) 
and (g) of the act. 

§ 814.42 Filing a PMA. 
(a) The filing of an application means 

that FDA has made a threshold deter-
mination that the application is suffi-
ciently complete to permit a sub-
stantive review. Within 45 days after a 

PMA is received by FDA, the agency 
will notify the applicant whether the 
application has been filed. 

(b) If FDA does not find that any of 
the reasons in paragraph (e) of this sec-
tion for refusing to file the PMA ap-
plies, the agency will file the PMA and 
will notify the applicant in writing of 
the filing. The notice will include the 
PMA reference number and the date 
FDA filed the PMA. The date of filing 
is the date that a PMA accepted for fil-
ing was received by the agency. The 
180-day period for review of a PMA 
starts on the date of filing. 

(c) If FDA refuses to file a PMA, the 
agency will notify the applicant of the 
reasons for the refusal. This notice will 
identify the deficiencies in the applica-
tion that prevent filing and will in-
clude the PMA reference number. 

(d) If FDA refuses to file the PMA, 
the applicant may: 

(1) Resubmit the PMA with addi-
tional information necessary to comply 
with the requirements of section 
515(c)(1) (A)–(G) of the act and § 814.20. 
A resubmitted PMA shall include the 
PMA reference number of the original 
submission. If the resubmitted PMA is 
accepted for filing, the date of filing is 
the date FDA receives the resubmis-
sion; 

(2) Request in writing within 10 
working days of the date of receipt of 
the notice refusing to file the PMA, an 
informal conference with the Director 
of the Office of Device Evaluation to 
review FDA’s decision not to file the 
PMA. FDA will hold the informal con-
ference within 10 working days of its 
receipt of the request and will render 
its decision on filing within 5 working 
days after the informal conference. If, 
after the informal conference, FDA ac-
cepts the PMA for filing, the date of 
filing will be the date of the decision to 
accept the PMA for filing. If FDA does 
not reverse its decision not to file the 
PMA, the applicant may request recon-
sideration of the decision from the Di-
rector of the Center for Devices and 
Radiological Health, the Director of 
the Center for Biologics Evaluation 
and Research, or the Director of the 
Center for Drug Evaluation and Re-
search, as applicable. The Director’s 
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